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Study Record Retention: Study records and associated data, in both paper and electronic format, will be stored for 15 years after study completion.
Appendix 2
Data Monitoring:
The study will be monitored internally to ensure data collection procedures and data analyses are accurate. Study Investigators and researchers will meet frequently to discuss the progress of the study and to ensure that the protocol is being adhered to and complied with at all times. An independent data monitoring committee will not be employed for this study.
Appendix 3
Safety Monitoring and Reporting:
The key safety variables are incidence of hypoglycaemic episodes and adverse events. The Study Investigators will fully comply with the minimum safety reporting standards of the applicable regulatory authorities and those of the institutional review board.
